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Sir: 



This communication is a Request for a Pre- Appeal Brief Conference to formally review 
the rejections in the Final Office Action of March 3, 2006. 

I. BASIS FOR REVIEW 

.1. Applicants request formal review of the rejection of claims .1-7, 9-1 7, 20 and 22-28 
under the written description requirement of 3 5 U S C. §112, first paragraph. 

2. Applicants request formal review of the rejection of claims i-7, 9-1 7, 20 and 22-28 
under the enablement requirement of 35 U.S.C. §1 12. first paragraph Written Description 

A. Written Description 

Applicants respectfully assert that the Examiner's interpretation of the present claims is 
in clear error. The Final Office Action asserts that, "[claims 1-7 9-17, 20 and 22-28 are drawn 
to recombinant MHG molecule that binds only one antibody, " Office Action of March 3. 
2006, page 2 The presently claimed invention, however, is drawn towards methods of detecting 
anti-MHC antibodies in a sample using recombinant MHC molecules, but is not directed to the 
recombinant MHC molecules themselves, in other words, the present claims do not claim 
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recombinant MiK molecules pa sc. but inroad tliev claim methods of usum these lecomhtnant 
M! IV molecules to detect anti-MHC antibodies 

Fuithetmote in the Final Office. Actum, the f \anunei states that the ieeomhtnant 
molecule piesents a unique epitope of a natuialh occumny Ml K allele " Office Action of 
\tauh 3, 2oi)6, page 2 Tints although the claims do not tecite such limitations to 'unique 
epitopes" or \tiuciuta!!\ undefined epitopes", the bxamincr is imparting the secombtnant \U\V 
molecules with unique" Oi " undefined" stiuctuics \\ biie recombinant MUC molecules aic 
ckmients- of the chums. and therefore neecssarx foi petfotmance of the methods, thcte is no 
tequnctmmt that the iceombmant MUC molecules of the methods claims present v stiuetnialh 
undefined epitopes ' \\> the eontrais the claims and specification state that the recombinant 
MUC molecules must ha\e a known identih and that the detected antibodies be specific iot 
rutin all v occuiuny MIK' alleles Indeed, the specification states that ' |t]hese lecombjnant M AC 
or MHC-npe monomers, functioning as anti-ViHC anbbodv antigens, Sia\e the adsantage that 
the identit) of the MUC is known " I m ted States Pi em am Publication No 200100i~^p \l, 
* ooi ~ Kmphasfs added) Furthermore., the specification indicates that to detect anti-MMC 
antibodies, the tecombmant MlfC molecules should maintain not onh tesidttt-s at the epitopte 
sue, but aKo ke\ skeletal tesiduet, to aclnese collect folding of the MH( molecule to form the 
epitopic site ,_ I nited Mates Ptegt ant Publication No 2003 0017447 \l <0026 fhus. the 
specification indicates that contran to the i samwu s interpretation oi the claims the 
iecombmant MH( molecules should be pioduced to presejse epuopic sues, lathet than to 
generate " undefined epitopes 

I he f mal Office Action relies hea s ti\ upon I edeiai Ciicuit piecedent {Retails of the 
l.nn^r mix of { 'uhfonua v Ui I tU\ & ( V i W f 3d 1 559 < f trd ( ir Wt and Lnzo lUodmn 
Ittc t ( n'/i-I'robi. L'/c 2 ( >o \ 3d !2lo(ied Vu 2002}) to suppott us position that "the 
specification does not desenbe recombinant MUC molecules in a manner that satisfies eithei the 
( tih oi the Hn^o standards * ( }ffn t U tn»i of \ hot h 3 2'WA page 4 

{ nlikc the facts behind the cited cases the pending claims are not dsiecred towards no\cl 
DN \ nr pintcms. or methods of usinc no\ ei DN \ ni poUcms in 4/}>i>i'n 1/h i Jkh £ list \ {a) >on 
Houssc! ha , M4 F "Uf H H {Fed Cu ihe claims at issue were directed t<> Kpes of cells 



RvqitcM lor Pre- \ppe,t! Bitot Conieicntv Atlv. Dkl. No. <X>I8.054.<XK*2 

SaialS'o O'^HtPO^J 

that could be usui io produce human i P(> and the couit stated that |thej f h I ills fdecisumj 
[is] inapposite to this case because the claim terns at issue bete ate not new oi unknown 
biological materials that oidinattlv skilled aitisans would easils miscomprehend Inwn v 
H< >cch->f at 1 ^ >2 i he court then stated that the chai lender s to the \mgcn-ow ned patent at issue 
'can onl\ challenge the adeqttacs of the diselosme of the host cell nor the human D\ \ 
itseU " U Similar to the (acts tn Int^ t< v M<k t list, the claims bete ait- not ditccted tow aids 
D\ \ <n ptntL'ins themsehes, and the clam? terms here do not utili -e 'new 01 unknown biological 
materials that the oulinauh skilled artisan vsould easih miseompiehend " Rathu the claims oi 
the pending application are directed towards methods of detecting arm-Mi t( antibodies using 
recombinant MHO molecules Hie sufftcteics of the diselosme m suppottmg the current K 
pending claims, theiefoie, must be ana Is zed in light of 1 methods of detecting antr-MHC 
antibodies, i diner than die MHC molecules thunscKes 

bsen more iele^ ant to the ptesentlx churned uwention the f-ederal ( jtcuit m overturning 
a decision In the Board of Patent Xppcaks and Interferences f 'the Boauf i rceends clarified die 
wtitten dcsuiptson leqtmemem m the context of claims that uttlf/e known biological matciials in 
Oywntitt \ I \hlhv ,»/,// i /Wus, 418 F ni 1 ^4° {Fed On 200S) Specitkaih , < \tp<<ti 
clarifies the vuitten desctiption reqimemem as delineated b\ Lh ! i/h and / /cd anions/ others 

In t <?/>/»/< the claims tn\ol\ed in the interference- wcte directed to a chtmem. gene which 
"combines segments of D\A in a was th<it does not oeeni m nature " ( 'upon at i "?s I Tht- D\ A 
components oi the chimeric genes v\cie ' know n antigen-binding-doinam ptnducnig D\ \ and 
At km n 1\ mphoc\ fe-icceptoi-piulem pioducmg D\ \ ' ( 'apo>i at 1^ 1 (emphasis added) The 
BoauL however held thai" 'neither parts s specification provides the requisite descuptton of the 
full scope of the chrmeuc D\ A or encoded piotems < "upon at 1 354 In support of then 
decision die Boaid cited Lh I //A, / nz<> and other cases as controlling pieeedent 

tn re\ lewmg and os erhumm> the Board s decision the hederal ( itcmt held that 1 1 jhe 
Boaid cned in refusing to consider die state of scientific knowledge Capon at \ 
furthermore, the I edciai < 'nam stated that the Board s reliance on Ui I tll\ Ijizo and rhe othei 
\sntten descnption cases for the case at bar was incorrect and explained that * [n]one o{ the 
cases to which the Board attributes the requirement of total D\ A te-anah sis / » A'esy//^ -\ 
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/ //A, / /e/s v AVu /, Amgsn [v ( J, or /,/di Hto<.lh'M requite a ie~descnpfton of what was 
alreat.lv known ' at 1357 if is paificulailv notewotfhv th.it the \ edeiai Cucutt made this 
assertion that nucleotide sequences need not be iuIK pitrsented to satisfy the wmten description 
lequitcnKnt, because the sequences of a sufficient numbei of sequences of the D\ \ chimera 
components wt'Et- a\ailah!e sn the published hteutuic and methods \u*ie known and ptouded for 
linking the components oi the chimera t "<?/>/»/' at I i^S-nSo 

Si mil as K fable 4 of the present application hsts multiple alleles of HI V (MH( ) and 
their lou The spectikation also points the leader to websites that depict the coding sequences 
of WUC molecules In addition methods of generating recombinant proteins were well known 
in the art at the time of filing Thus recombinant \HK molecules themselves uete part oi 'the 
state of scientific knowledge" at the nine of filing the application 

Aceotdingl\, \pplicdttts behexe that m view oi properh eonshued claims and Federal 
Cneim precedent, die [ \ammef s i ejection of claims 1-7 9-P 20 and 22-2S undei 25 V S C 
$112 fust paragraph is in clear emu Applicants respectful! v request reconsideration and 
withdrawal of the written description rejection. 

B. Enablement 

Applicants assert thai the Trammer's rejection of claims |~7 °-P 20 and 22-28 is m 
cleat erros 1 he \ mal Office Action states that "the specification pros ides no information as to 
sttuctuies common to am and all recombinant MHO molecules based on structure function 
conflation' / V/av IctieH t>f \htft h 3 2006 pauc 7 Further, the Office \ c ti on lehes on 
paragraph (KUo of the curtemK pendmu published application as support foi its allegations rhat 
the specification fails to enable the claimed itnentton 

It should he i cites ated that the claims do not recite functronalK equivalent dematrves or 
fragments of \ I Hi. molecules The Office Action's leltancc on selected passages from 
patagtaph W2h is dietcfore misplaced and taken out of context, because the cited passage in the 
Office \ctton describes 'functional!) equivalent \ arianfs, dematnes or ftagments' ot MHC 
molectiles \\ Inch are not elements of the claim 

Thus, while the specification contemplates and descnbes tunetionalb equn a! cut MHC 
molectiles the piewnt claims do not tecite such limitations Applicants assert that the 
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specification fully enables the scope of recombinant MHC molecules as the claims currently 
read. 

\\ hen the piopei hteadth of claims is taken into account Applicants assort that the 
specification pros ides adequate guidance to make and use the lull scope of the churned 
ins enuon, m light of the shite of the ait ,it the tune of filing the application The application 
contains at least i working examples of recombinant MHC molecules that can be used to detect 
ants-MHC antibodies I hose working examples of at feast ! recombinant MHC molecules, 
h<n\e\er, should tun innu the scope of the dawns snlc-U to conshuets comprising these 4 
teeombmant MHC moieeuies Instead Apphe ants assert that smen the state of the a? t at the 
time of ilium, one of skill in the art could use the teachings of the piesent specification to 
piepdic additional tecoinhmant MHC molecules The specification is replete vsith iisinigs of 
othet HL \ alleles, e ir 1 able 4, that could be used to aenerate recombinant \lll( molecules in 
addition the specification directs the leadei to \ anous references and web sites that disclose 
nucleic acid sequences foi MHC alleles 

When \ jewed m the context of propei claim scope and the state of the an at the time of 
fflnii:, Applicants assort that the application provides ample guidance to one of skill fit the ait to 
generate lecombmant MHC molecules tot then use in the claimed methods of detecting anti- 
MIK antibodies \pphcants respectfulis request reconsideration and withdrawal of the 

enab 1 emen f rej ecti on . 



Respectfulis submitted. 
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